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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 11 9 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 -D Certified copies of the priority documents have been received. 

2.0 Certified copies of the priority documents have been received in Application No. . 

3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) {PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) CH Interview Summary (PTO-413) 

Paper No(s)/l\/lail Date. . 

5) CH Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 20040526 



Application/Control Number: 09/760,197 
Art Unit: 1761 



Page 2 



DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

1. Clainns 1-15 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The new limitation "used as a media and 
having a substantially neutral pH" could not be found in the specification as originally 
filed. If applicant can point out where such terminology occurs in the specification, as 
originally filed, this rejection will be withdrawn. 

The specification does not provide sufficient evidence to persons skilled in 
the art that the specification as filed contemplated the above limitations now claimed. 
See MPEP 2163. The standard for evaluating new matter in the claims is not whether 
the subject matter would be obvious to one skilled in the art from the specification as 
originally filed. An objective standard for determining compliance with the written 
description requirement is, "does the description clearly allow persons of ordinary skill in 
the art to recognize that he or she invented what is claimed." In re Gosteli, 872 F.2d 
1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989). Under Vas-Cath, inc. v. 
Mahurkar, 935 F.2d 1555, 19 USPQ2d 1111, 1117 (Fed. Cir. 1991), to satisfy the 
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written description requirement, an applicant must convey with reasonable clarity to 
those skilled in the art that, as of the filing date sought, he or she was in possession of 
the invention, and that the invention, in that context, is whatever is now claimed. The 
test for sufficiency of support in a parent application is whether the disclosure of the 
application relied upon "reasonably conveys to the artisan that the inventor had 
possession at that time of the later claimed subject matter." Ralston Purina Co. v. Far- 
Mar-Co., Inc., 772 F.2d 1570, 1575, 227 USPQ 177, 179 (Fed. Cir. 1985) (quoting In re 
Kaslow, 707 F.2d 1366, 1375, 217 USPQ 1089, 1096 (Fed. Cir. 1983)), See MPEP 
2163.02. 



Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 



2. Claims 1-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
98/34498 and Stone et.al. (J. Sci. Food Agric. Vol 35, pp 513-519, 1984) in view of EP 
0321004 and Nielsen et al. (US Patent 5989600). 



'498 teaches mixing krill hydrolysate with soy, canola and other plant protein 
along with wheat bran, being brought to a desired temperature of about 45° C, and 
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holding it for about 1 hour at this temperature. At page 19, lines 9+, the reference 
states that the enzymes in krill carry out a limited hydrolysis of soy, canola and other 
plant proteins. The phytic acid and levels of acid and base are measured. Wheat 
bran is used to provide phytase. The patent teaches that the blend can be maintained 
to an extended period of time, 4 hours or even longer. The krill hydrolysate product is 
evaporated and then mixed with and co-dried with a dry carrier, such as canola meal, oil 
seed meal, which renders obvious the soybean meal and other vegetable meals. The 
advantages are given at p. 20; see page 19 and page 22, lines 5-10. 

'498 also teaches using formic acid to stabilize the hydrolyzed marine protein. It 
does not teach adding acid to stabilize hydrolyzed feed materials from vegetable/oil 
seed protein. However, it would have been obvious to use the same acid to stabilize 
such since the krill hydrolysate used is the same. 

The patent does not teach the use of a phytase enzyme instead of wheat bran, 
and does not teach the use of a pH between 5-5.5. 

Stone et. al teach acid-stabilized blend offish silage, wheat bran and canola 
meal to make a feed-stuff. The pH is maintained at 4.0 and the final blend is dried. 
Stone et al. teach stabilizing the product with acid at page 518, second paragraph. 
The use of phytase enzyme is not taught and neither is the pH the same as claimed 
herein. 

EP 0321004 teaches the uses of phytase either from wheat or from microbial 
source. It also teaches using a combination of enzymes that possess plant degrading 



Application/Control Number: 09/760,197 Page 5 

Art Unit: 1761 

properties. See claims 1-4. See claim 6, wherein the process teaches drying the 
hydrolyzed product. 

Nielsen et al. also teach using a combination of enzymes such as phytase and 
proteolytic enzymes for dephosphorylating the same cereals as claimed herein and 
shown by '498, see col. 1, lines 53-55; col. 3, lines 40-65. The pH used is between 4-7. 
The temperatures are from 35-65*^C. See col. 3, lines 10-25. 

It would have been obvious to combine krill hydrolyzate, canola meal, phytase or 
other film-degrading enzymes used in EP '004 or Nielsen et. al., to prepare a feedstuff 
as taught by WO '498 and drying the hydrolyzed product as shown in the secondary 
reference and co-drying with other feed ingredients as shown by '498. Note that all 
patents are drawn to hydrolyzing feed materials to make animal feedstuff by using 
phytase enzyme. To substitute the wheat bran of the primary references (Stone et al., 
WO '498) with phytase would have been an obvious substitution since these references 
teach that wheat bran is used as a phytase source and both Nielsen et. al. and EP '004 
use the phytase enzyme itself. The temperatures shown by these references are close 
to or encompass these parameters claimed herein and to optimize such, based on the 
known phytase activity around pH 5 to 5.5 would have been an obvious expedient. It is 
well known that each enzyme has optimal activity at a specific temperature and pH, as 
also phytase. And therefore, it is immaterial if the krill hydrolysate is a neutral media or 
not, because it would have been obvious to one of ordinary skill in the art at the time to 
adjust such conditions anyway, to what would be optimal for phytase activity. 
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Claim Rejections - 35 USC § 102/35 USC § 103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States, 

3. Claim 15 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over W098/34498 or Stone et al. 

The patents/references above teach the addition of enzymes such as phytase to 
hydroiyze the same feed materials as claimed herein. The flavors are in amounts 0-5% 
(see claim 1). The rejection is being made under both statutes because the Office is not 
equipped to make prior art products and compare them with those of applicant's claims 
and so the burden is being shifted to applicant to show that these product claims are 
distinguishable over prior art. Applicants' claim is written in product-by-process format 
and as such, it is the novelty of the instantly claimed product that need be established 
and not that of the recited process steps. In re Brown, 173 USPQ 685 (CCPA 1972); In 
re Wertheim, 191 USPQ (CCPA 1976). When the prior art discloses a product that 
reasonably appears to be either identical with or only slightly different than the product 
claimed in this product-by-process claim, the burden is on the applicant to present 
evidence from which the Examiner could reasonably conclude that the claimed product 
differs in kind from those of prior art. In re Brown, 459 F2d 531 , 173 USPQ 685 (CCPA 
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1972); In re Fessman, 489 F2d 742, 180 USPQ 323 and 324 (CCPA 1974); In re 
Marosi, 710 F2d 799, 218 USPQ 195 (Fed Cir. 1983). 

Response to Arguments 

4. Applicant's arguments filed 3/1 1/2004 have been fully considered but they are 
not persuasive. 

The rejection of claims in paragraph 1 (above), is being maintained. Applicant 
has stated that with respect to the limitation "used as media and having a substantially 
neutral pH", "there is no specific reference to the claim limitation", but it is "inherent" 
throughout. 

Applicant refers to page 6, lines 4-5, where he states that because the 
specification here states "It is proposed to add a liquid hydrolyzate to canola meal or 
other grains used in feed material", then, from this it is clear that the hydrolyzate is used 
as liquid media. He further states that phytase is a liquid as well, but this addition is 
only in minute amounts, so that it is does not contribute to the overall wetness of the 
slurry. 

None of this is as clear as applicant states it is. For instance, nowhere in the 
specification is it ever stated that the hydrolysate is used as a media. In fact, the 
specification states that the liquid hydrolysate is added to canola meal or other grains 
"to transform enzymatically", the canola meal or other grains. The liquid hydrolysate is 
derived from krill. There is no disclosure in prior art as to its use other than as a liquid 
hydrolysate for its enzyme activity. See WO '498, which teaches that krill hydrolysate 
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provides limited tiydrolysis of soy, canola and other plant proteins. Therefore, it is 
neither clear from applicant's disclosure as originally filed, nor from prior art that the 
liquid hydrolysate was used as a media in the instant application, nor is there any 
evidence to draw such a conclusion. 

As for the limitation "substantially neutral pH", applicant has argued that at page 
7, lines 6-7, the specification describes that the pH is "lowered to between 5.0-5.5...." 
and this implies that before being lowered, the pH must have been higher. 
Furthermore, applicant states that "lowered to between 5.0-5.5.." implies that "the pH of 
the hydrolysate and canola meal was in a substantially neutral range centered around 
the neutral value of 7". There is no basis to make this assumption nor does the 
specification provide any basis or support for this new limitation. There is no basis that 
"lowered to between 5.0-5.5" should be taken to imply that the pH before such lowering 
was at a "substantially neutral range, centered around the neutral value of 7". In fact, 
"lowered to between 5.0-5.5" can be construed to mean that the pH was lowered from 
pH 14 or anywhere from 14 to 5.5 or 5.0 or anywhere in between, not necessarily pH=7, 
or near about. Applicant has now chosen to interpret this as being "substantially 
neutral". There is no basis for this in the specification as originally filed. Applicant's 
assertion that the pH of the hydrolysate before mixing with the canola meal is between 
"6.8 and 7.0... ." is not disclosed, not inherent and not substantiated by any evidence in 
prior art. 
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Therefore, in absence of such disclosure at the time of filing, 1) the use of the 
liquid hydrolysate together with the cereal feed is to transform the cereal enzymatically 
and 2) lowering the pH does not imply that it was substantially neutral, before lowering. 

At page 7 of his remarks, applicant has stated again, that WO *498 does not 
teach the phytase enzyme, but it teaches wheat bran. It is for this reason that the 
rejection is being made under 35 USC 103 and not under 102. 

At page 1 9 of the reference, '498 states: "Experiments conducted to date utilize 
the enzymes in krill to carry out a limited hydrolysis of soy, canola and other plant 
proteins". 
And: 

'The use of wheat bran is necessary to provide phytase, an enzyme which is absent in 
canola meal and kriW. 

Such statements provide motivation to provide phytase, because of limited 
hydrolysis by the enzymes in krill. 

In his arguments, with respect to the Stone et al. reference, applicant is an error. 
He states that This is in contradistinction to the present invention which does not need 
acid stabilization...". Instant claim 1 recites: "stabilizing said mixture to prevent bacteria 
formation...". At page 7 of the specification, lines 11-13, the stabilization is described 
thus: The mixture was thereafter acidified using formic acid to give a pH of below 4.0 
for stabilization". 

Stone et al. teach using acid stabilization for their composition, which is similar, 
and obtaining a low pH. The instant claims do not recite any pH value for the acid 
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stabilization and therefore the argument that the reference teaches a lower pH than 5.0 
is irrelevant. The reference (page 518) states that: 

"Canola meal phytic add is most soluble at pH 4.8 and is only slightly less soluble at pH 
4,0, Phytase is most active at pH 5,0-5.5 but retains over 70% of its activity at pH 4,0, 
Although the pH necessary to obtain maximum storage life of the blends was lower than 
for optimum phytase activity, it appears that at pH 4,0 conditions are acceptable for 
preservation, proteolytic hydrolysis, and for phytase activity". 

Applicant's pointing out that the reference teaches fish silage not krill hydrolysate 
is also unpersuasive. Stone et al. teach using fish silage arid phytase from wheat bran, 
to dephosphorylate canola meal and therefore, it is a reference that is drawn to the 
same inventive concept, given the fact that WO '498 discloses that the fish hydrolysate 
does not provide adequate enzymes, causing the addition of phytase in the form of 
wheat bran and, Stone et al teach the addition offish silage and wheat bran for its 
phytase. 

The examiner is aware that the EP patent and Neilsen do not teach the use of 
fish hydrolysates, but both patents are drawn to hydrolysis of vegetable proteins using 
phytase enzyme and have been applied for such teachings. 

With regard to the 102/103 rejection, the reference compositions are the same: It 
contains a fish hydrolysate, cereal and phytase. Whether the phytase is from wheat 
bran or just an exogeneous enzyme, it is still phytase and therefore, the composition 
would be the same. Barring any evidence to the contrary, the product is being held as 
the same. Applicant's reference to the European application being favorably considered 
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over the same references cannot be used as the basis of establishing patentability in 
the US case. There is no rule or case law to justify such a position. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to C. SAYALA whose telephone number is 571-272-1405. 

The fax phone number for the organization where this application or proceeding 
is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Primary Examiner 
Group 1700. 



